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INFO OCT-01 EA-12 ISO-OO OES-07 EB-08 COME-OO /034 R 


DRAFTED BY DHEW/FDA 
APPROVED BY OES/ENP/EN 
DHEW/PHS/OASH/OIH: REVANS 
EA/J :EFEATHERSTONE (INFO) 

099146 211254Z/23 

R 201916Z JAN 78 
FM SECSTATE WASHDC 
TO AMEMBASSY TOKYO 


UNCLAS STATE 016238 


E.O. 11652: N/A 


TAGS: OTRA, OGEN. ETRD, EIND. TBIO, JA 

SUBJECT: FDA REPRESENTATIVE PROVIDING TECHNICAL AND CON- 
SULTATIVE ASSISTANCE TO JAPANESE MANUFACTURERS OF DIAGNOSTIC 
X-RAY EQUIPMENT. 

FDA ADVISES THAT MR. ELMON S. CRUMPLER, ACTING CHIEF, 

QUALITY CONTROL EVALUATION, X-RAY PRODUCTS BRANCH, DIVISION 
OF COMPLIANCE, BUREAU OF RADIOLOGICAL HEALTH, AND MR. 

chart.es r. gunzburg.compliance testing and evaluation 

OFFICER, X-RAY PRODUCTS BRANCH, DIVISION OF COMPLIANCE, 

BUREAU OF RADIOLOGICAL HEALTH, WILL BE IN JAPAN FEBRUARY 18- 
MARCH 4, 1978. 

FDA REPRESENTATIVES WILL VISIT 10 MANUFACTURERS OF DIAGNOS- 
TIC X-RAY EQUIPMENT IN ORDER THAT THEY MAY DETERMINE IF THE 
FIRM'S FACILITIES AND OPERATIONS COMPLY WITH PERFORMANCE 
STANDARDS FOR SUCH EQUIPMENT WHICH BECAME EFFECTIVE AUGUST 1 
1974, AND WILL REPORT ANY SIGNIFICANT DEVIATIONS WHICH 
WOULD EFFECT THE SAFETY OF SUCH EQUIPMENT BEING IMPORTED 
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INTO THE UNITED STATES. 


ITINERARY AS FOLLOWS: 


FEBRUARY 17, 1978 - DEPART WASHINGTON, DC FOR TOKYO, JAPAN 
FEBRUARY 20 - VISIT TOKYO ENGINE KOGYO COMPANY 
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FEBRUARY 21 - VISIT YOSHIDA DENTAL MANUFACTURING COMPANY 
FEBRUARY 21 - TRAVEL TOKYO TO OSAKA 

FEBRUARY 22 - VISIT HIEWA ELECTRONICS INDUSTRIAL COMPANY 

FEBRUARY 23 - VISIT HITACHI 

FEBRUARY 23 - TRAVEL OSAKA TO KYOTO 

FEBRUARY 24 - VISIT ASAHI ROENTGEN INDUSTRY COMPANY 

FEBRUARY 26 - TRAVEL KYOTO TO TOKYO 

FEBRUARY 27 - VISIT TANAKA X-RAY MANUFACTURING COMPANY 

FEBRUARY 28 - VISIT MIKASA X-RAY COMPANY 

MARCH 1, 1978 - VISIT ITO X-RAY COMPANY 

MARCH 2 - VISIT SINYO SHOKO COMPANY 

MARCH 3 - VISIT SANKO X-RAY MANUFACTURING COMPANY 

MARCH 4 DEPART TOKYO FOR WASHINGTON, DC 

ASSISTANCE OF EMBASSY WILL NOT BE REQUIRED. CHRISTOPHER 
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